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§3282.453

assure that the manufacturing process
is as stated in the certification reports,
that the IPIAs are carrying out the re-
quired number of inspections, that in-
spections are effective, and that the
IPIAs are maintaining complete label
control as required by §3282.362. A mon-
itoring team shall monitor the IPIA’s
office procedures, files, and label con-
trol and the monitoring team shall
send copies of its report to the Sec-
retary or the Secretary’s agent, which
shall send copies to all monitoring
teams which monitor the operations of
the subject IPIA.

(g) Remedial actions. The monitoring
parties shall review the remedial ac-
tion records of the manufacturers and
of the primary inspection agencies
closely to determine whether the pri-
mary inspection agencies have been
carrying out their responsibilities with
respect to remedial actions.

§3282.453 Frequency and extent of
monitoring.

(a) The actions of all primary inspec-
tion agencies shall be monitored at a
frequency adequate to assure that they
are performing consistently and ful-
filling their responsibilities under
these regulations. Every aspect of the
primary inspection agencies’ perform-
ance shall be monitored.

(b) Frequency of monitoring. The
performance of each primary inspec-
tion agency shall be monitored during
its period of provisional acceptance by
a complete review of its records and, in
the case of IPAs, by a complete inspec-
tion of the operations of at least one
manufacturing plant which it has ap-
proved or in which it is operating.
After the initial inspection, the per-
formance of each primary inspection
agency shall be monitored four times
per year, except that the number of
monitoring visits may be decreased to
a minimum of one per year if the per-
formance of the primary inspection
agency is deemed by the Secretary or
the Secretary’s agent to be superior,
and it may be increased as necessary if
performance is suspect. There shall be
a minimum of one review per year of
the records of each primary inspection
agency, and there shall be more re-
views as needed.
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Subpart K—Departmental
Oversight

§3282.501 General.

The Secretary shall oversee the per-
formance of SAAs, the Secretary’s
agent, and primary inspection agencies
as follows:

(a) The Secretary shall review SAA
reports to ensure that States are tak-
ing appropriate actions with regard to
the enforcement of the standards and
with respect to the functions for which
they are approved under these regula-
tions.

(b) The Secretary shall review moni-
toring reports submitted by the Sec-
retary’s agent to determine that it is
performing in accordance with the con-
tract between it and the Secretary.

(c) The Secretary shall review moni-
toring reports to determine whether
PIAs are fulfilling their responsibil-
ities under these regulations.

(d) The Secretary shall make random
visits for the purpose of overseeing the
activities of SAAs and the Secretary’s
agent.

(e) The Secretary shall take such
other actions to oversee the system es-
tablished by these regulations as it
deems appropriate.

(f) All records maintained by all par-
ties acting under these regulations
with respect to those actions shall be
available to the Secretary, the Sec-
retary’s agent, and where appropriate,
SAAs and PIAs for review at any rea-
sonable time.

§3282.502 Departmental implementa-
tion.

To the extent that SAAs or any par-
ties contracting with the Secretary do
not perform functions called for under
these regulations, those functions shall
be carried out by the Secretary with
its own personnel or through other ap-
propriate parties.

§32§2.503 Determinations and hear-
ings.

The Secretary shall make all the de-
terminations and hold such hearings as
are required by these regulations, and
the Secretary shall resolve all disputes
arising under these regulations.
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